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EXECUTIVE SUMMARY

In Decembe 2019, EPA designated phthalic anhydride (CASRNI&89) as a higkpriority substance

for risk evaluation following the prioritization process required by Section 6(b) of the Toxic Substances
Control Act (TSCA) and implementimggulations 40 CER 702 (Docket ID:EPA-HQ-OPPT2018

0459). The first step of thask evaluation process is the development of the scope document and this
document fulfills the TSCA requirement to issue a draft scope document as reqéidedHiR

702.4%c)(7). The draft scope for phthalic anhydride includes the following information: the conditions
of use, hazards, potentially exposedusceptible subpopulatio(BESS), hazards, and exposuhat

EPA plans to consider in this risk evaluation, along with a description of the reasonably available
information, conceptual model, analysis plan and science approaches, and plan for peer review for this
chemical. EPA is viding a 45day comment pgéod on the draft scope. Comments received on this

draft scope document will help inform development of the final scope document and the risk evaluation.

General Information Phthalic anhydride is a white (lustrous needlesyisuith a total production
volume in the United States between 500 million and 750 million pounds.

Reasonably Available InformationEPA leveraged the data and information sources already described
in the document supporting the High Priority Substancegdasonfor phthalic anhgrideto inform the
scope of te development of this drastope document.o further develop this draft gpe document,

EPA conducted a comprehensive search to identifysare®en multiple evidence streams (i.e.,

chemistry, faterelease and engineerirexposure, hazard) and the search and screening rtestétte

are provided in SectioR.1 EPA is seeking public comment on this draft scope document and will
consider additional inforation identified followirg publication of this draft scope documeas,
appropriate, in developing the final scope docuneR# is usng the systematic review process
described in thépplicaion of Systematic Review in TSCA Risk Evaluaglmecsiment|().S. EPA,

2018 to guide the process of searching for and screening reasonably available information, including
informationale ady 1 n E P Afdr gase andnslissiensirsthe oisk evaluatiofePAis applying

these systematic review methods to collect reasonably available information regarding the hazards,
exposures, PESS, and conditions of use that may help inform thealskten for phthalic amydride.

Conditions of UseEPA plans to emluate manufacturing, including importing; processing; distribution

in commerce; industrial, commercial and consumer uses; and disposal of phthalic anhydride in the risk
evaluation. PhtHec anhydride is manufasted within the U.S. as well as importecbithe U.S. The

chemical is processed as a reactant, incorporated into a formulation, mixture, or reaction products, and
incorporated into articles. The identified processing activities ialclude the repackagjrand recycling

of phthalic anhydride. Sevarindustrial and commercial uses were identified that ranged from use in
plastic and rubber products to use in lubricafte aly two reportedconsumer uses were adhesives

and paints ad coatings. EPA identd#d these conditions of use from informatreported to EPA
throughChemical Data ReportingOR) and Toxics Release Inventory (TRéporting, published

literature, and consultation with stakeholders for both uses currentlydogtion and uses whose
production may have ceasedlthoughEPA is awarehatphthalic anhydridés used in personal care
producs, food preservatives, insexpellents, perfume fixatives, pharmaceuticals, and medical devices
they are not conditions ofe as defined in TSCA §4 and therefore will not evaluated in the risk
evaluation Section2.2 provides details about the conditions of use withand outsidé the scope of

the risk evaluation. In additioE,PA plans to analyze drgution in commerce and disposal as part of

the risk evaluation.


https://www.ecfr.gov/cgi-bin/text-idx?SID=d49b8d5798d27a16a12743354811903c&mc=true&node=pt40.33.702&rgn=div5
https://www.regulations.gov/docket?D=EPA-HQ-OPPT-2018-0459
https://www.regulations.gov/docket?D=EPA-HQ-OPPT-2018-0459
https://www.ecfr.gov/cgi-bin/text-idx?SID=d49b8d5798d27a16a12743354811903c&mc=true&node=pt40.33.702&rgn=div5#se40.33.702_141
https://www.ecfr.gov/cgi-bin/text-idx?SID=d49b8d5798d27a16a12743354811903c&mc=true&node=pt40.33.702&rgn=div5#se40.33.702_141
https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/application-systematic-review-tsca-risk-evaluations

Conceptual Model . The conceptual models for phthalic anhydride are presented in S2@&ion

Conceptual models are gtapal depictions of thecaual orpredicted relationships of conditions of use,
exposure pathways (e.g., media), exposure routes (e.g., inhalation, dermal, oral), hazards, and receptors
throughout the life cycle of the chemical subst&@®m manufacturingprocessing, distributioin

commerce, or use, to release or dispoE&A dansto focus the risk evaluation fphthalic anhydride

on the following exposures, hazards and recephorsever, EPAalsoplans to consider comments

received on this draft spe and other reasonablyaalableinformation when finalizing this scope

document, and to adjust the exposure pathways, exposure routes and hazards included in the scope
document as needed.

1 Exposures (Pathways and Routes), Receptors and BEP&Jlans tevaluatedboth human and
environmental exposures resulting from the conditions of use of phthalic anhydride that EPA
plans to consider in risk evaluation. Exposures for phthalic anhydride are discussed in Section
2.3 EPA anticipates resses of phthalic anhydride into the environment based on the conditions

of use. Phthalic anhydride is subject to rep
which is reagnably available information that EPA anticipates gsminform phthalic
anhydr i dedés environmental release assessment.

reported to EPA releases of phthalic anhydride to air, water, and via land disposabnatiditi
information gathered through systematic reviearslees will also informx@ected exposures.

EPAGs p evaluatingesvironmental exposure pathwagghe draft scope document
considers whether and how other ERdministered statutes and redafst programs address the
presence of phthalic anhyde in media pathways faily under the jurisdiction of those
authorities Section2.6.3discusses those pathwapsat may be addressed pursuant to other
Federal lawsln Section2.6.4 EPA presents thconceptual model dedaing the identified
exposures (pathways and routesgeptors and hazards associated with the conditions of use of
phthalic anhydridevithin the scope of the risk evaluation.

Preliminarily, EPA plansto evaluatethe followinghuman and environmentakpasure
pathways, routeseceptors and PESS in theoge of therisk evaluatio. However, EPA plans to
consider comments received on this draft scope and other reasonably available information when
finalizing this scope document, ataladjust the exposurathways, exposure routes and
hazards included in trecope document as needed.
Occupational exposusassociated with industrial and commercial conditions of use:
EPA plans to evaluate exposures to workers and/or occupatiorakemiONUS)via
the inhdation route and exposures to workers via the dermal route associated with the
manufacturing, processing, use or disposal of phthalic anhydride (S2&idn
Consumer and bystandexmosure associated witltonsumer conditions of usePA
plans to evaluate the inhalatiaermaland oralexposursto phtralic anhydridefor
consumers anthhalation exposures toystandersluring use oadhesivesindsealants
andpaints and coatings
General population pathway$£PA plans to evaluate exposure to phthalic anhydride via
drinking water surface watergroundwagr andfish ingestion for the general population.
Receptors an®ESSEPA plans to evaluaihildren, women of reproductive age (e.g
pregnant women), andaskersand consumeras receptors and PESS in the risk
evaluation.

1 Hazards.Hazards for phthalicrdnydride are discussed in Sectid. EPA completed
preliminary reviews of informatiofrom peefreviewed assesgents and databases to identify
potential environmental and human health hazards for phthalic anhydride as part of the

9



prioritization process. Environmental hazard effects wenetiftled for aquatic and terrestrial
organisms. Infamation collected througéystematic review methods and public comments may
identify additional environmental hazards that warrant inclusion in the environmental hazard
assessment of the risk evaluation.

EPA plans touse systematic review methods to ea#duthe epidemiologicahd toxicological
literature for phthalic anhydride. Relevant mechanistic evidence will also be considered, if
reasonably available, to inform the interpretation of findings relatpdtential human health
effects and the dosegonse assessment. EPAnddo evaluate all the potential human health
hazards for phthalic anhydride identified in Secoh2 The broad health effect categories
includeacute toxicity, repeat dose toxicityenetic toxicity, develapental toxicity,

toxicokinetic findings, irritation/corrosion, dermal sensitization, respiratory sensitization,
carcnogenicity, and epidemiology or biomonitoring findings.

Analysis Plan.The analysis plan for phthalic anhydridepresented in Sectiéh?. The anlysis plan

outlines the general science approaches that EPA plans to use for the various informatiorigtreams
chemistry, fate, release and engineering, exposure, haaambrting the risk evalu@n. The analysis

pl an i s based o mphthalie Andysiridéto date ivrect igckudes d partial, but ongoing,
review of identified information as described in Secfoh EPA plans to contireito consider new

information submitted by the public. Should additional data or approaches become reasonably available,
EPA may update its analysis plan in the final scope document.

EPA plans toseek public comments on the systematic review methods simgpibie risk ealuationfor
phthalic anhydride, including the methods for assessing the quality of data and information and the
approach for evidence synthesis and evidence integration supporting the exposure and hazard
assessments. The details will beypded in a suppmentaldocument that EPA anticipates releasing for
public comment prior to the finalization of the scope document.

Peer Review The draft risk evaluation for phthalic anhydride will be peer reviewed. Peer review will be
conducted in amrdance with relvant ad applicable methods for chemical risk evaluations, including
usi ng PEPRedesv Handbodk.S. EPA, 2015a) and other methods consistent with $e260

of TSCA (See 40 CFR02.45).

10


https://www.epa.gov/osa/peer-review-handbook-4th-edition-2015

1 INTRODUCTION

This document presents for comment the draft scope of the risk evaluation to be condystttdthfiar
anhydrideunder the Frank RLautenberg Chemical Safety for the 21st Century Act. The Frank R.
Lautenbeg Chemical Safety for thzlst Century Act amended the TSCA on June 22, 2016. The new
law includes statutory requirements and deadlines for actions related to conducting uattansbf
existing chemicals.

TSCA § 6(b)and 40 CFR Part 702, Subpartéquire theEnvironmentaProtection AgencyEPA) to
designate chemical substances as-pigbrity substances for risk evaluation or lpniority substances
for which risk evaluabns are not warranted at the time, and upon designating a chemical substance
high-priority subsance, initiate a risk evaluation on the substaM&&CA § 6(b)(4)directsEPA, in
conductingrisk evaluatios for existing chemicals$p "determine whethea chemical substance presents
an unreasonable risk of injury to health loe £nvironment, withoutomsideration of costs or other non
risk factors, including an unreasonable risk ESSdentified as relevant to the risk evaluation by the
Administraor, under the conditions of use."

TSCA 8§ 6(b)(4)(D) and implementing regtitas require that EPA fllish the scope of the risk
evaluation to be conducted, including the hazards, exposures, conditions of B&S&tinht the
Administrator expects to csider, within 6 months after the initiation of a risk evaluation. In additdon
draft scope is to bpublished pursuant #0 CFR 702.41In December 2019, EPpublished a list of 20
chamical substances that labeen designated high priority substances for risk evalua@drisy

71929, as required by TSCA 8 6(b)(2)(Byhich initiated the risk evaluation process for those chemical
substancedPhthalic anhydride is one of the chemiadsignated as a high priority substance for risk
evaluation.

2 SCOPE OF THE EVALUATION

2.1 Reasonably Avaiable Information

EPA conducted a comprehensive search for reasonably available infofn@msopport the
development of this draft scof@ phthalic anhydride. EPA leveraged the data and information sources
already identified inhe documents supportingh e ¢ h e mi ¢ a |l -psoutypssibistanrsec e 6s hi g
designation. In addition, EPA searched for additional data and information on physiciemical
properties, environmental fate, engineering, exposure, environmental and haitlamézards that
could ke obtained from the following general categories of sources:
1. Databases containing publicly available, pestiewed literature;
2. Gray liteature, which is defined as the broad category of data/information sources not found in
standad, peefreviewed literaire databases.
3. Data and information submitted under TSGéActiors 4 , 5, 8(e), and 8(d),
i nformationons(FYl) submissio
Following the comprehensive search, EPA performed a title and abstract screeningfto iden
information potentilly relevant for the risk evaluation process. This step also classified the references
into useful categories or tags to facilitate theisg of information through the systematic review
process. The search and screening presegreconducted baseddhP A6 s gener al expeq

! Reasonably available informatianeans information that EPA possesses or can reasonably geoleia@itg,and synthesize
for use in risk evaluations, considering the deadlines spedif TSCA Section 6(b3{)(G) for completing such evaluation.
Information that meets the terms of the preceding sentence is reasonably available information whettier inforohation
is confidential business information, that is protected from pdidiosure under TSCA 8tion 14 ¢0 CFR 702.3B

11
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https://www.federalregister.gov/documents/2019/12/30/2019-28225/high-priority-substance-designations-under-the-toxic-substances-control-act-tsca-and-initiation-of
https://www.federalregister.gov/documents/2019/12/30/2019-28225/high-priority-substance-designations-under-the-toxic-substances-control-act-tsca-and-initiation-of
https://www.ecfr.gov/cgi-bin/text-idx?SID=d49b8d5798d27a16a12743354811903c&mc=true&node=pt40.33.702&rgn=div5#se40.33.702_133

the planning, execution and assessment activities outlined Apttieation of Systematicéview in

TSCA Risk Evaluatiordocument (.S. EPA, 2018 EPA plans to publish supplemental documentation

on the systematic review mettosgupporting the phthalic anhydride risk evaluation to explain the
literature and screeninggress presented in tldscument in the form of literature inventory trees.

Please note that EPA focuses on the data collection phase (consisting of datalatascineening, and

data extraction) during the preparation of the TSCA scope documentagltieeedata evaluationdn
integration stages will occur during the development of the draft risk evaluation and thus are not part of
the scoping activities desbad in this document.

The subsequent sections summarize the data collection activitiesetedna date for the gerad
categories of sources and topic areas (or disciplines) using systematic review ntAogdins to
seek public comments on the sys#gic review methods supporting the risk evaluation for phthalic
anhydrideupon publication bthe supplemental docum&tion of those methods

2.1.1 Search ofGray Literature
EPA surveyed the gray literatdrand identified 151 search results relevant to EPA's risk assessment
needs fophthalic anhydrideAppendix Alists the grayiterature sources thateyjded 151 discrete data
or information sources relevantpbthalic anhydrideEPA further categorized the data and information
into the various topic areas (or disciplines) supporting the risk evaluatmnghysicathemcal (p-
chem)properties envionmental fate, mvironmenal hazard, human health hazard, exposure,
engineering) and the breakdown is showFRigure2-1. EPA is currentlydentifying additional
reasonab) available infornation(e.g., public commentgnd the reported numbers in Figuré thay
change

Gray Literature Tags by Discipline

Physical.Chemical 1 26/151

Human.Health.Hazard 36/151
©
g Fate 1 19/151
R=r
2 74/151
.z Exposure 1
A !

Environmental Hazard 1 4/151

Engineering 1 110/151
0 25 50 75 100

Percent Tagged (%)

Figure 2-1. Gray Literature Tags by Disciplinefor Phthalic Anhydride
Thepercentages across didaies do not add up to 086, as each source may provide data or information for various topic
areas (or disciplines).

2.1.2 Search of Literature from Publicly Available Databases (Peereviewed Literature)
EPA is currently conducting gstematic review of theeasonably available litature. This includes
performing a comprehensive search of the reasonably available peer review litergtateeon
properties, environmental fate and transport, engineering (environmental release and occupational

2 Gray literatureis defined as the broad category of dafarmation sources ndbund in standard, peeeviewed literature
databases (e.g., PubMed and Web of Science). Gray literature includes data/information sourcegh#techacpers,
conference proceedings, technical reports, reference books, disssrtatiormation on varigs stakeholder websites, and
other databases.
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exposure), expose (environmental, gendnaopulation and consumer) and environmental and human
health hazards gfhthalic anhydrideEligibility criteria were applied in the form of PECO (population,
exposure, comparator, outcome) statements. Included references PEECecriteria, whereas

excluded references did not meet the criteria (i.e., not relevant), and supplemental material was
considered as pottaally relevant. EPA plans tevaluatethe reasonably available information identified

for each discipline during éhdevelopment of the riskvaluation. The literature inventory trees depicting

the number of references that were captured and those tteaineteided, excluded, or tagged as
supplemental material during the screening process for each discipline ssbavanen

Figure2-2 throughFigure2-6. ATI AB0O in these figures Noefhar 1t o
the sum of the numbers for the various-sabegories mape larger thane broadecategory because

some studies may be included under multiplesatiegories. In other cases, the sum of the various sub
categories may be smaller than the main category because some studies may not be depicted in the sub
categores if their relegance tahe risk evaluation was unclear.

5

Boiling Point

o

Melting Point

o

Water Solublity

5

log KOW

5

Henry's Law Constant

5

Vapor Pressure

5

Vapor Density

5

Density

( ) ( ) Viscosity

Retrieved for Full-text Included for Data k—)®
Review Extraction and Data ) -
Evaluation Dielectric Constant
Total for TIAB: Refractive Index
P-Chem : : . I
Supplemental Information
Exclusion Exclusion

Figure 2-2. PeerreviewedLiterature i PhysicalChemical PropertiesSearch Results for Phthalic
Anhydride
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Biodegradation

®

Hydrolysis

®

Photolysis
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TSCA Fate PAD (2020) Excluded @

Volatilization

O

Supplemental

®

Wastewater Treatment

®

Other

Figure 2-3. Peerreviewed Literature i Fate and Transport Search Results for Phthalic Anhydride
Click herefor interactive Health Assessment Woldge Colldorative (HAWC) Diagram.
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General Facility Estimate

©

Included Environmental Release

Occupational Exposure

TSCA Engineering PAD Excluded
(2020)

o,

Supplemental

Figure 2-4. Peerreviewed Literature T Engineering Search Results for Phthalic Anhydride
Click herefor interadive HAWC Diagram.
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aquatic species (2)

biosolids/sludge (2))

[consumer uses and/or products (6)]

dietary (6)

[epidemiological/biomonitoring study (3)]

PECO relevant (32)
Unclear (10)

Supplemental (15) ambient air (15)
[Unique HERO IDs (202) Excluded (145)
Included (42)

surface water (11)

terrestrial species (1))

Figure 2-5. Peerreviewed Literature T Exposure Search Results for Phthalic Anhydde
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Figure 2-6. Peerreviewed Literature T Hazard Seach Results for Phthalic Anhydride

2.1.3 Search of TSCA Submissions
Table2-1 presents the results of screenihg titles of data sources and repstbmitted to EPA under
various sections of hTSCA, as amended by theankR. Lautenberg Chemic&afety for the
21+ Century Act.EPA screened a total @D submissiongising inclusionéxclusioncriteriaspecific to
individual disciplinegseeTable2-1 for the list of disciplines The detailsabout the criteriare not part
of this document but will be provided in a supplemental document that EPA anticipates releasing prior
to the finalizaibn of the scope documeriPA identified17 submissionshat metthe inclusion criteria
in these statemen&ndidentified onesubmissiorwith supplemental dat&PA excludednesubmission
because the repomasidentified asa preliminary reportEPA plans to conducdditional deduplication
at later stages of the sgmatic review process.(g, full text screening), when more information

regarding the reports reasonablyavailable.
17



Table 2-1. Results of Title Screening of Submissions to EPA under Various SectionsTGCA

Discipline Included Supplemental
P-ChemProperties 0 0
Environmental Fate and Transport 1 0
Environmental and General Population Exposure 3 0
Occupational Exposure/Release Information 9 0
Environmental Hazard 3 0
Human Health Hazard 12 1

2.2 Conditions of Use

As describedn the Proposedesignationof Phthalic Anhydride(CASRN85-44-9) asa High-Priority
Substancéor RiskEvaluation(U.S.EPA 201%), EPA assemledinformationfrom the CDR andTRI
programgo determineconditionsof us€ or significantchangesn conditionsof useof the chemical
substanceEPA alsoconsulteda variety of othersourceso identify usesof phthalicanhydride,
including publishediterature,companywebstes,andgovanmentandcommerciakradedatabaseand
publicationsTo identify formulatedproductscontainingphthalicanhydride EPA searchedor safety
datasheet{SDS)usinginternetsearched=PA ChemicalandProductCategoies (CPCat)data,and
other resourcesn which SDSscouldbefound.SDSswerecrosscheckedvith companywebsiteso
makesurethateachproductSDSwascurrent.In addition,andwhenapplicable EPA incorporated
communicationsvith companiesindustrygroups,environmentabrganiations,andpublic commentgo
supplementheuseinformation.

After gathering the conditions of use, EPA identified those categories or subcategories of use activities
for phthalic anhydridéhe Agency determined not to be cdratis of use or will othevise be exeided
during scoping. These categories and subcategories are descieetion 2.2.1.

Also, EPA identified and described the categories and subcategories of conditions of use that will be
included in the scope tie risk evaluationSecion 2.2.1; Table2-2). The conditions of use included in
the scope are those reflected in the life cycle diagrams and conceptual models.

2.2.1 Categories and Subcategories of @ditions of Use Included in the Scope ohe Risk
Evaluation
Table2-2 lists the conditions of use that are included in the scope of the risk evaluation.

3 Conditions of useneans the circumstances, as determined by the Administrator, under which atbehsitance is
intended, known, or reasonably foreseen to be manufactured, prhatistébuted in commee; used, or disposed. of
18
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Table 2-2. Categories and Subcategories of Conditions of Use Included in the Scope of the Risk

Evaluation

Life-Cycle Stage

Category

Subcategory

References

Manufacture

Domestic Manufacture

Domestic manufacture

U.S. EPA (208b)

Manufacture

Import

Import

U.S. EPA (2a9b)

Processing

Processing as a reactar

Intermediate in:

- All other basic organic
chemical manufacturing; and

- Plastic material and resin
manufacturing.

U.S. EPA (2019b)

Adhesives and sealant chemicals

in:

- Paint and coating
manufacturing.

U.S. EPA R019b)

lon exchange agents in:

- All other basic organic
chemical manufacturing.

U.S. EPA (2019b)

Lubricants and lubricant additives

in:

- Petroleum lubricating oil and
greasemanufacturing.

U.S. EPA (209b)

Paint additivesrad coating

additives not described by other

categories in:

- Paint and coating
manufacturing.

U.S. EPA (2019b)

Processing as a reactar

Pigments in:
- Synthetic dye and pigment
manufacturing.

U.S. EPA (2019b)

Inks in:
- Printing ink manufacturing.

U.S. ERA (2019b)

Plastic in:
- Plastics product
manufacturing.

U.S. EPA (2019b)

Corrosion inhibitors and anti
scaling agents in:
- Miscellaneous Manufacturing

U.S. EPA (2019b)

Plating agents and surface treatit
agents in;
- Rubber Product Manufacturin

U.S.EPA (2019b)

Incorporaion into
formulation, mixture, or

reaction product

Intermediate in:
- Paint and coating

manufacturing;

U.S. EPA (2019b)
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Life-Cycle Stage

Category

Subcategory

References

- All other basic organic
chemical manufacturing; and

- All other chemicaproduct and
preparation manufacturing.

- Pharmaceutical amthedicine
manufacturing

Plasticizers in:

- Plastic material and resin
manufacturing

- Petrochemical Manufacturing

- Construction

- Polyester and alkyd resins,
curing agent for epoxgesins

U.S. EPA (2019h)
Broadview
Technologies (2015),
& Koppers(2018)

Incorporaton into
formulation, mixture, or
reaction product

Paint additives and coating

additives not described by other

categories in:

- Plastics Material and Resin
Manufacturing;

- Synthetic Dye and Pigment
Manufacturing

- Paint and coating
manufacturing; and

- Solid wlor stains; and

- Asphalt Paving, Roofing, and
Coatng Materials
Manufacturing.

U.S. EPA (2019h)
Meeting Sherwin
Williams (2019)

Adhesives and sealant chemicals

in:

- Paint and coating
manufacturing.

U.S. EPA (2019b)

Fillers in:
- Textile, apparel, ankbather
manufacturing.

U.S. EPA (2019b)

Oxidizing/reducing agents in:

- Synthetic rubber
manufacturing;

- Adhesive manufacturing;
plastic material and resin
manufacturing; and

- Wholesale and retail trade.

U.S. EPA (2019b)

Dyes in
- Synthetic dye and pigmé
manufacturing.

U.S. EPA (2019b)

Laboratory chemicals

Email NASA (2020),
ThermoFisher
Scientific(2018)
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Life-Cycle Stage

Category

Subcategory

References

Repackaging

Repackaging (e.glaboratory
chemicals)

Email NASA (2020),
ThermoFisher
Scientific(2018)

Recycling Recycling U.S. EPA (2019b)
Distribution in Distribution in N/A N/A
Commerce Commerce
Oil and Gas Dirilling, Hydraulic fracturing Finoric, LLC. (205),
Extraction, and Support] U.S. EPA (2016),
Activities Committee on Energy
and Commerce's
Minority Staff(2011)
& Whittemore, D.,
(2011)
Aerospace Acceptance testing of foams use{ Email NASA (2020)
on humarrated spaceflight
vehicles
Electrical and electronid Load absorber (electrical) Emerson (2011)
products
Adhesives and sealants Adhesives ad sealantg§e.g, U.S. EPA (2019h)
sealamfor fuel tanks, temporary |Royal Adhesives &
mounting adhesive, acrylic Sealant$2016)
adhesive, Aerospace sealant) |Aremco Products, Ing
(2018) & 3M
Company(2019)
Industrial Fillers

Hardener (e.gepoxy hardener)

ResinLab (20%)

Flame réardants

Flame retardants

Stepan (2R0) & U.S.
EPA (1994)

Textiles, apparel, and
leather manufacturing

Tanning and curing

U.S. EPA (1994)

Lubricants and greases

Lubricants and greases

U.S. EPA (2019b)

Plating agents and
sufacetreating agents

Surface treating

U.S. EPA (2019b)

Building/construction
materials not covered
elsewhere

Building/construction materials ni
covered elsewhere (e,gpoxy
resinwork surface)

U.S. EPA (2019h)
Durcon Inc. (2011),
Durcon Inc. (820, &
OSHA (2019)

Electrical and electronic
products

Electrical and electronic products

U.S. EPA (2019b)

Laboratory chemical

Laboratory chemical

Email NASA (2020),
ThermoFisher
Scientific(2018)
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Life-Cycle Stage

Category

Subcategory

References

Transportation
Equipment
Manufacturing

Used in the bodyseerior, interior,
and ekctrical systems of a vehiclg
wiring assemblies, seat and cons
assemblies, and lamp assembilie;

Public Comment
(EPA-HO-OPPF
20190131-0022)

Water treatment produc

Water filtration applications

Meeting Henkel
(2019)

Commercial

Adhesives and sealants

Adhesives and sealants (e.g.,
sealant for fuel tanks, temporary
mounting adhesive, acrylic
adhesive, aerospaceatmt)

U.S. EPA (2019
Royal Adhesives &
Sealant2016)
Aremco Products, Ind
(2018) & 3M
Company(2019)

Fillers

Hardener (e.gepoxy hardener)

ResinLab (2015)
Lord (2017)

Textiles, apparel, and
leather manufacturing

Tanning and curing

U.S. ER (1994)

Lubricants ad greases

Lubricants and greases

U.S. EPA (2019b)

Plating agents and
surface treating agents

Surface treating

U.S. EPA (2019b)

Building/construction
materials not covered
elsewhere

Building/construction materials n
covered eewhere (e.gEpoxy
Resh Work Surface)

U.S. EPA (2019h)
Durcon Inc. (2011),
Durcon Inc. (2@0), &
OSHA (2019)

Electrical ancklectronic
products

Electrical and electronic products

U.S. EPA (2019b)

Laboratory chemical

Laboratory chemical

Email NASA (2020),
ThermoFisher
Scientific (2018)

Transportation
Equipment
Manufacturing

Used in the body/exterior, interiol
and electrichsystems of a vehicle
wiring assemblies, seat and cons
assemblies, and lamp assembilie;

Public Comment
(EPA-HQ-OPPT
201901310022

Water treatment produc

Water filtration applications

Meeting Henkel
(2019)

Ink, toner, and colorant
products

Ink, toner, ad colorant products

U.S.EPA (2019b)

Plastic and rubber
products

Plastic and rubber products

U.S. EPA (2019b)

Furniture and furnishing
not covered elsewhere

Oil treatment of wood, indoors

Junckers (2019)

Paints and coatings

Paints and coatings (g,
Commercial and residéal paint
coatings)

U.S. EPA (2019b&
Stepan (2R0)
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Life-Cycle Stage Category Subcategory References
Miscellaneous Boat hulls, showestalls, wire Stepan (2R0)
coating and insulation, garden
hoses, vinyl wallpaper
Consumer Adhesives and sealants | Adhesive (e.g.Super gle) Henkel (2017)
MeetingHenkel
(2019), & Public
Comment EPA-HQ-
OPPT2018-0459
0004)
Paints and coatings Paints and coatings U.S. EPA (2098b),
Stepan (2R0)
Disposal Disposal Disposal U.S. EPA 2019c)
1 Life Cycle Stage UsBefinitions
Al ndustrial useo0 means use at a site at which
imported) or processed.
AfCommercial used means t laentainirge chenficaldcluding asmpartofah arte)
in a commercial enterprise providing saleable goods or services.
AConsumer use0 means the use of a chemical or

such as furniture azlothing) when sold to anade available to consumédos their use.

1 The Agency has included information in this draft scope document sourced from the 2012 and 2016 Chemic:

Reporting (CDR) Rule collections. In instances where representations défaetd from CDR data itheded in this

document werelaimed as confidential business information (CBI) in the CDR datasets, the Agency reviewed
claims and secured the necessary declassifications

2.2.2 Activities Excluded from the Scope of the Risk Evaluabn
As explained in theithal rule,Procedures for Chemical Risk Evaluation Under the Amended Toxic
Substances Control ACESCA Section 6(b)(4)(D) requires EPA to identify the hazards, exposures,
conditions of use, and the PESS the Administrator expecissider in a risk evahtion, suggesting
that EPA may exclude certain activities that it determines to be conditions of use orbgcase
basis(82 FR 33726, 33729; July 20, 2017). As a result, BBés not plan tonclude in this scope or in
the rsk evaluation the activies described below that the Agency has concluded do not constitute
conditions of use-Hdowever, processing and industrial uses of these products are covered by TSCA and
will be considered a condition of use.

Personal CareP’roducts Phthalic anhydride iseported as a commercial use in the production of

personal care products (U.S. EPA, 2018aj,these activities are not TSCA conditions of use and will

not be evaluated during the risk evaluatibhese products meet thefidgiono f ficosmet i c 0 i
201 of the Federal Food, Drug, and Cosmetic Act (FFDCA), 21 U.S.C. § 321 and are therefore excluded
from the definition othemical substantas regulated by TSCA.

4 Chemical substanameans any organic or inorganic substance of a particular moléendity, including any combinatio

of such substances occurring in whole or in partresalt of a chemical reacticor occurring in naturgnd any element or
uncombined radicaChemical substance does not incl@tlfeany mixture;(2) any pesticide (as defined in the Federal
Insecticde, Fungicide, and Rodenticide Aethen manufactured, processed, or distributezbmmerce for use as a

pedicide; (3) tobacco or any tobacco produ@t) any source material, special nuclear material, or byproduct material (as
such terms ardefined inthe Atomic Energy Act of 1954 and regulations issued under such(B#ny artice the sale of
which is sibject to the tax imposed [8ection 4181 of thénternal Revenue Code of 1954 (determined without regard to any
exemptions fronsuch tax providedybSection 4182 or 4221 or any other provision of such Code),(6hdny food, food

23


https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0459-0004
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0459-0004
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2018-0459-0004

Food Preservative?hthalic anhydrideontainingprod ct sS6 ISt Af oond g esrer v a
identified use (I nterAtlas 2016, Koppers 2018).
Section 201 of the FFDCA, 21 U.S.C. § 321, and is therefore excluded from the definition of chemical
substane® asregulaed by TSCA

Insect Regllents.Phthalic anhydride ont ai ni ng productsé SDS | ist Al
use (I nterAtlas 2016, Koppers 2018). This produ
the Federal Insecticidéungicde, and Rodenticide AcCE(FRA), 7 U.S.C. 8§ 136 et seq, and is therefore
excluded from the definition of chemical subsefras regulated by TSCA

Perfume FixativesPhthalic anhydride ont ai ni ng productso SDS I|ist i
identified use (InterAtlas 2016, Kgper s 2018) . These products meet
Section 201 of the FFDCA, 21 U.S.C. § 321, and are therefore excluded from the definition of chemical
substane* as regulated by TSCA

Pharmaceuticals Phthalic antydride-containing produst &6 SDS | i st Aphar maceut i
use (InterAtlas 2016, Koppers 2018). Phthalic anhydride has also been identified as used as an
intermediate in pharmaceutical and medicine manufacturing (U.S. EPA, 2019ahtihhkcanhydride
containingprd uct s6 SDS use meet the definition of dAdr
321, and is therefore excluded from the definition of chemical sutancegulated by TSCA
However,processing and industrial usdgpbarmaeutical and medicine mafacturing fallsunder
thehcondi t i defired as ¢ircumstamaes associated with a chemical substance, TSCA § 3(4)
andas a resulwill be evaluated during ris&valuation.

Medical DevicesPhthalic anhydride hdseen lised as being use in mediaevices and the flexible

tubing and containers in the medical industry (Stepa2) &Meeting Henkel, 2019). EPA determined

these uses meet the definitioneof A me di cal devi c e 0 andtbeceforeitd consgmet o t |
use isexcluded from theefinition of chemical substagtas regulated by TSCA

2.2.3 Production Volume
As reportedo EPA during the 2016 CDR reporting period and described here as a range to protect
production volumes that were claimed as confidential basimgormation (CBl)total production
volume of phthalic anhydride in 2015 was betwB6@ million and 750 miibn poundqU.S. EPA
2017) EPA also uses pr2015 CDR production volume information, as detailed inRtteposed
Designation of Phthalic Anhydride (CASRN4&%9) as a HighPriority Substance for Risk Evaluation
(U.S. EPA 2018) and will include future production volume information as it becoreasonably
available to suport theexposureassessent.

2.2.4 Overview of Conditions of Useand Lifecycle Diagram
The life cycle diagram provided Figure2-7. depicts the conditions of use that are considered within
the scope of the risk evaition for the various lé cycle stages as presented in Se@i@ril This
sectionprovides a brief overview of the industrial, commercial and consumer use categories included in
the life cycle diagramAppendix Econtains more detailed descriptions (e.g., process descriptions,
worker activities, process flow diagrams) for each manufacture, processing, distribution in commerce,
use and disposal catego

additive, drug, cosmetior device (as such terms are define8antion 201 of the Federal Food, Drug, and Cosmetic Act)
when manufactureghrocessed, or distributed @@mmerce for use as a food, food additive, dcogmetic, or device
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The informaton in the life cycle diaguim is grouped according to the CDR processing codes and use
categories (including functional use codes for industrial uses andgpicatagories for industrial,
commercial and consumer us€B)e production volume of phthalic aydridein 2015 is includd in the
lifecycle diagram, as reported to EPA during the 2016 CDR reporting period, as a range between 500
million and 750million pounds (J.S. EPA, 201Y.
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Figure 2-7. Phthalic Anhydride Life Cycle Diagram
Volume is not depicted in the life cycle diagram for processing and industriahemal, and consumer uses as specific production volume is claimed confidential
business information (CBHr withheld pursuant t§SCA Section § 14
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